ot Relevan

From: Meadows, Sarah <Meadows.Sarah@epa.gov>

Sent: Wednesday, March 9, 2022 12:35 PM

To: Steven Callen <steven.callen@bayer.com>

Cc: George Sabbagh <george.sabbagh@bayer.com>; Roe, Lindsay <Roe.Lindsay@epa.gov>; Schmid,
Emily <Schmid.Emily@epa.gov>

Subject: RE: XtendiMax Supplemental Labels

Hi, Steven. There are a few more things we need you to amend. Please see the attached file.

Thanks,
Sarah
From: Steven Callen <steven. callen@baver com>

Sent: Tuesday, March 8, 2022 4:57 PM
To: Schmid, Emily <Sghmid.bmilvi@epa.goe

Cc: George Sabbagh <gegrge sabbagh@bavercom>; Roe, Lindsay <Bge Lindsavi@epa. g,

Meadows, Sarah <Meadows. Sarahi@epa zov>: Rosenblatt, Daniel <RosenblatiDan@lena covs;

BCSReg_ Archive <gsepamailboxi@haver coms
Subject: RE: XtendiMax Supplemental Labels

Hi Emily,

The team just finished with updating these amended labels. Thanks for vour patience! Please let us
know if you have any questions.

All the best,

Steven

From: Steven Callen
Sent: Thursday, March 3, 2022 5:29 PM
To: Schmid, Emily <Gghmid. Emilvieps povs

Cc: George Sabbagh <george sabbagh@baver com>; Roe, Lindsay <Boe Lindsavi@ens gov>,
BCSReg Archive <esepaimailbo
Rosenblatt, Daniel <Rosenblatl.Band@ena.gov>; BCSReg Archive <gsepamailbnx@haverooms
Subject: RE: XtendiMax Supplemental Labels

srncoe, Meadows, Sarah <Bdesdows.saiahi@epa.goy;
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Thanks, Emily.

Perhaps we can discuss tomorrow, but | have two guestions about the revised labeling. For the “264-
1210 state supp” file, the deletion of the MOA box and Al statement was not deleted like they were
on the MN and 1A ones. Was this intentional or should we delete those items like those others?

Second, in terms of the instruction to “Revise as an appendix to the master label,” do you have any
detatls on what that should look like or will the edits that were made on the labeling bring them
intine with this? Perhaps instead of places where we indicated they were supplemental labels we
should instead write “Appendix [x]"?

Thanks,
Steven

From: Schmid, Emily <Schinid.EmiviBenasowr
Sent: Thursday, March 3, 2022 4:21 PM
To: Steven Callen <steven.callen@baver.com>

Cc: George Sabbagh <ganrge sabbaghi@bavercom>; Roe, Lindsay <Bge. Lindsay@eps gow>,
BCSReg_Archive <zsap
Rosenblatt, Daniel <Bgsenk
Subject: RE: XtendiMax Supplemental Labels

ey

@haver com>; Meadows, Sarah <Meadows Sarah@epa. goy>;

amaithox

trDan@ens

3>

Hi Steven,

Yes, Eastern. Sorry, | should have mentioned that. It’s fine for them to attend as well. | just sent an
invitation to you that you can forward to the others. Thank you for your flexibility to meet with us so
quickly.

Best regards,
Emily

From: Steven Callen <sisven.calien@baver com>
Sent: Thursday, March 3, 2022 4:30 PM

To: Schmid, Emily <Sghmid L
Cc: George Sabbagh <gegrge. sabhb
BCSReg_Archive <g
Rosenblatt, Daniel <Rosenblatt

Subject: Re: XtendiMax Supplemental Labels

Laniena goy>

Hi Emily,
Thanks for these. I'll take a look and pass to the Bayer team as well.

Is the time you gave Eastern? If so, that fits my schedule. Is the meeting limited to a few from each
registrant? | would imagine George may want to attend, as well as Tom Marvin and maybe one or
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two others, depending on their schedules.

Thanks,
Steven

On Mar 3, 2022, at 3:15 PM, Schmid, Emily <Gchmid.Emilv@ena. cov> wrote:

Hi Steven,

Thanks again for your patience and willingness to work quickly with us.

After talking about this internally, we have moved away from the new restrictions being
distributed as supplemental labels because it doesn’t seem to be appropriate in this
case. Usually, supplementals are used for changes that the Agency doesn’t feel
urgency for it to be integrated into the master label (for example a new use on

carrots). Since these restrictions need to be part of the labeling for the 2022 use
season, we are asking that they be appendices instead of supplemental labels.
Attached you’ll find PDFs with our comments. One noteworthy change would be that
we asking to change the requirement to check the website from 30 days before use to
7 days.

If possible, we would like to meet with all three registrants together to go over the
conditions of registration. If you are amenable to that, are you be available to meet
tomorrow (Friday) from 11:00-12:00 to discuss?

Best regards,
Emily

From: Steven Callen <sieven callen@hbaver com>
Sent: Tuesday, March 1, 2022 3:16 PM
To: Schmid, Emily <Schimigd bmilv@e

DELLDY>

Cc: George Sabbagh <zesgresabbaph@bavercom>, Roe, Lindsay

<Boe lindsev@enz.gov>; BCSReg Archive <esepnamaill

D havercom> Meadows,

Sarah <Meadow
Subject: RE: XtendiMax Supplemental Labels

sharah@ena gov>, BCSReg Archive <gsepamalibox@baver.coms>

Hi Emily,

Thanks for keeping me posted on this and your anticipated timing. 'l do my best to
position our team to act as soon as possible on the label comments. We have also been
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working on getting the website ready for these supplemental labels and that should be
ready to go after the labels are approved.

Al the best,
Steven

From: Schmid, Emily <Schmid bmilv@ens sovs
Sent: Tuesday, March 1, 2022 2:09 PM
To: Steven Callen <sievern.call

rercoms>; Roe, Lindsay

<Aoelindsev@enz.gov>; BCSReg Archive <ssspnamailbox@haver.com>, Meadows,

U T RV
arah@ens sov>

Sarah <Meadows
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

Thanks again for submitting the labels. We are still having some internal discussions
but hope to get label comments to you tomorrow. If you could be ready to turn them
around quickly, that would be really helpful. Additionally, we expect to be in touch to
discuss the terms of registration within the next couple of days. We really appreciate
your patience.

Best regards,
Emily

From: Steven Callen <sieven.callen@hayer com>
Sent: Thursday, February 24, 2022 1:07 PM
To: Schmid, Emily <Gchmid. Emilviena.goy>, Meadows, Sarah

<Meadows Sarah@eps gov>

Cc: George Sabbagh <gegrge sabhagh@hayer.com>; Roe, Lindsay

<Bpe.lindszy@enz.goy>; BCSReg Archive <gssnamaiibox@haver.coms;
BCSReg_Archive <gsepamailbon@hbaver cora>; BCSReg Archive

<esepamalibox@bevercom>; BCSReg Archive <gsepamailboxi@bayer.com>
Subject: RE: XtendiMax Supplemental Labels

Hi Emily,

Good timing! The team just finished updating the ML and SL.  have attached them
here, along with the draft cover letter L am planning on submitting when these go
through CDX later today. Please note that Bayer is proposing for the ML and SL slightly

fer

different language for the reference to the sdditional restrictions and a change to the

timing requirement for an applicator to view ESA Bulletins from Bulletins Livel Two.

Not Part of Administrative Record
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Not Part of Administrative Record

Kind regards,
Steven

From: Schmid, Emily <Schinid.Emilv@ens.zov
Sent: Thursday, February 24, 2022 11:.00 AM
To: Steven Callen <g;

<teadows Sarahilens gov>

evern.callen@haver com>; Meadows, Sarah

Cc: George Sabbagh <gsgrge sabbagh@haver com>; Roe, Lindsay
o> BCSReg Archive <gs

soamalbog@baver.oon>;

9]

<Boes Lindsay@ene
BCSReg_Archive <g
<gsepamaiitbox@haver com>

Subject: RE: XtendiMax Supplemental Labels

amatlbox@bavercon>; BCSReg Archive

Hi Steven,

Thanks for the update. Do you know when we can expect the labels today?

Best regards,
Emily

From: Steven Callen <gieven callenihaver com>
Sent: Wednesday, February 23, 2022 6:17 PM
To: Schmid, Emily <Gchmid. Emilviena.goy>, Meadows, Sarah

<Meadows Sarah@eps gov>

Cc: George Sabbagh <gegrge sabhagh@hayer.com>; Roe, Lindsay

<Bpe.lindszy@enz.goy>; BCSReg Archive <gssnamaiibox@haver.coms;

BCSReg_Archive <gsepamailbon@hbaver cora>; BCSReg Archive

<gsepamalibox@haver cons>
Subject: RE: XtendiMax Supplemental Labels

e Not Part of Administrative Record

Not Part of Administrative Record

| have already alerted the team regarding the need for the website, so l will be sure to

follow up with them on this. it is helpful to understand your timing so that f can light a
fire under them to get to it
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Frome Schenid, Emily <Schunid Dl 3 0
Ben’t We{iﬂeﬁday, February 33, 2022 511 ?M

< ?’ A Tk

o Gesrge saﬁmgh <gentgesabbaghd s nain: Boe, Lindsay
<f i g '
&ﬁﬁég Ar{mw < itk o
Subject: RE: XtendiMax m;}piemwta% Lahek&

Hi Steven,

We{inesd&y in E > ;
Wednesday, or sooner if possible.

i you have any questions or concemns, please feel free to reach out.

Thanks again,
Ernily

Fromy Steven Callen <gieven oalle RN
Sent: Wedn@sday, prrugry 23, 23 22 4:58 PM
soa oo Behyidd, Ernily

<Poe by,
BiSReg f‘\i‘d‘}%&f%’* <
Subject: RE: XtendibMax Su;:}piememgﬁ Labekg

Hi Sarah and Emniby,

We have completed the uptdates for the bwo state supplemental labels for MN and 14,
arnd those are atiached, We should have addressed sl of the comments that wers
made, but please il me know i yvou see any additions! changes that are nesded for
these bwo labels,

Wi are noww Hinaliz
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Not Part of Administrative Record . L v .
Al three of these labels will be submitted through COX, but | will

also send courtesy copies to you when they are ready.

Thanks,
Steven

From: Meadows, Sarah <Meadows. Sarahi@epa. poy>
Sent: Wednesday, February 23, 2022 9:27 AM
To: Schmid, Emily <Sghimiglbmilv@epasay>; Steven Callen

<steven calleni@bover com>

Cc: George Sabbagh <genrge sabbaghi@haver.com>; Roe, Lindsay

<Hpe Lindsayitens son>: BCSReg Archive <esepamaibos@baver.coms>

Subject: RE: XtendiMax Supplemental Labels

Hi, Steven. I'm just checking in on this. Can you give us an update on the revised
master and 3 supplemental labels we’re expecting from Bayer?

Thanks,

Sarah

From: Schmid, Emily <Schinid.Emilv@ens.zov

Sent: Sunday, February 20, 2022 5:27 PM

To: Steven Callen <steven.callen@hbaver.com>

Cc: George Sabbagh <gegrze sabbagh@baver com>; Roe, Lindsay
<Roe.lindsav@epa zov>; Meadows, Sarah <Meadows Sarahi@ena.gov>;

BCSReg Archive <gsepamatibon@@baver com>
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

Sorry for the delayed response. | got behind on emails.

Yes, you can send the revised supplementals to me and Sarah via email.

As for the expiration date, we have discussed it further and agree it would be best for
the dates to be the same.

Thank you,
Emily

From: Steven Callen <siever.callen@haver.com>
Sent: Tuesday, February 15, 2022 2:32 PM
To: Schmid, Emily <Schmid Emilv@epa.moy>
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Cc: George Sabbagh <george sabbaghi@baver.com>; Roe, Lindsay
<Roe.lindssy@eps.zoy>; Meadows, Sarah <Meadows Sarah@ena.goe>;

BCSReg_Archive <ezegamailbox@hayercom>
Subject: RE: XtendiMax Supplemental Labels

Thanks, Emily! Nice 1o hear from you.

This all looks straightforward to me. We should be able to make these changes, update
the master label and create an additional supplemental label, and get them to you by
the end of the week at the latest. I'll submit the master label and additional
supplemental through CDX as indicated, but shall | send the updated state
supplemental labels directly back 1o you?

There was a question about the expiration date. The states reviewed these labels prior
to us submitting to EPA, and they had no issues with aligning the expiration date on
these with that of the XtendiMax label itself. | can confirm again with the states, buf we
would propose keeping the expiration date as is.

Thanks,
Steven

From: Schmid, Emily <achmid Emilv@epa.covs
Sent: Tuesday, February 15,2022 11:25 AM

EE
Cc: George Sabbagh <gsorge sab

<Boe Undsay@ens eov>: Meadows, Sarah <Meadows. Sarah@ena poys>
Subject: XtendiMax Supplemental Labels

To: Steven Callen <siteven calleni@baver com>

bagh@haver com>; Roe, Lindsay

Hi Steven,

I hope you are doing well!

We have reviewed the labels for Minnesota and lowa and have some comments (PDFs
attached).

It has been decided that the best way to get this information out to the user is to have
each registrant set up a website that will hold supplemental labels and add a general
direction to the master label that says, “You must check [X website] for state specific
restrictions within 30 days of application of this product.” That way, if there are
changes to these supplemental labels, or if other states want to add supplemental
labels, the master label won’t need to be updated every time. Additionally, we’ll need
a supplemental label with this direction since some of the product is already in the
hands of the users and can’t be relabeled with this direction. You can submit both of
those as a fast track label amendment.
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Most of the comments have to do with these needing to be supplemental labels rather
than bulletins, but if you have any questions about our comments or anything else,
please feel free to reach out.

Best regards,
Emily

Emily Schmid

Product Manager 25

Herbicide Branch

Registration Division, Office of Pesticide Programs
U.S. Environmental Protection Agency

The information contained in this e-mail is for the exciusive use of the intended recipient(s) and may be confidential,
proprietary, and/or legally privileged. Inadvertent disclosure of this message does not constitute & waiver of any
privilege. If you receive this message in error, please do not directly or indirectly use, print, copy, forward, or disclose
any part of this message. Please also delete this e-mail and all copies and notify the sender. Thank you.

The information contained in this e-mail is for the exclusive use of the intended recipient(s) and may be confidential,
proprietary, and/or legally privileged. Inadvertent disclosure of this message does not constitute a waiver of any
privilege. If you receive this message in error, please do not directly or indirectly use, print, copy, forward, or disclose
any part of this message. Please aiso delete this e-mail and all copies and notify the sender. Thank you.

The information contained in this e-mail is for the exclusive use of the intended recipient(s) and may be confidential,
proprietary, and/or legally privileged. Inadvertent disclosure of this message does not constitute a waiver of any
privilege. If you receive this message in error, please do not directly or indirectly use, print, copy, forward, or disclose
any part of this message. Please also delete this e-mail and all copies and notify the sender. Thank you.

The information contained in this e-mail is for the exclusive use of the intended recipient(s} and may be confidential,
proprietary, and/or legally privileged. Inadvertent disclosure of this message does not constitute a waiver of any
privilege. If you receive this message in error, please do not directly or indirectly use, print, copy, forward, or disciose
any part of this message. Please also delete this e-mail and alf copies and notify the sender. Thank you.

The information contained in this e-mail is for the exclusive use of the intended recipient(s} and may be confidential,
proprietary, and/or legally privileged. Inadvertent disclosure of this message does not constitute a waiver of any
privilege. If you receive this message in error, please do not directly or indirectly use, print, copy, forward, or disclose
any part of this message. Please also delete this e-mail and all copies and notify the sender. Thank you.

The information contained in this e-mail is for the exclusive use of the intended recipient(s} and may be confidential, proprietary, and/or
legally privileged. Inadvertent disclosure of this message does not constitute a waiver of any privilege. If you receive this message in
error, please do not directly or indirectly use, print, copy, forward, or disclose any part of this message. Flease also delete this e-mail and
all copies and notify the sender. Thank you.

ED_005172C_00002360-00009



